
Product:  Carfilzomib 
Statistical Analysis Plan:  20140242 
Date:  31 October 2018 Page 1 

 

STATISTICAL ANALYSIS PLAN 

An Open-label, Single-arm, Phase 3 Study of Carfilzomib in Combination With 
Dexamethasone in Subjects With Relapsed and Refractory Multiple Myeloma in 

China 

Protocol Number: 20140242 

Version: Version 3.0 

Date: 31 October 2018 

Authors:  PPD

 

NCT Number: NCT03029234 
This NCT number has been applied to the document 

for purposes of posting on clinicaltrials.gov



 

  

  
  
  
  

  
  
  

  
  

  
  
  

  

  

  

  
  
  
  
  

  

  
  
  
  
  
  
 
 

  
  
  
  
 



  
  
  
  

  
  
  
  
  
  
 

 
  

  

  

  

  

  

 

 

 

 

 

 











Product:  Carfilzomib 
Statistical Analysis Plan:  20140242 
Date:  31 October 2018 Page 8 

 

Figure 1.  Study Design and Treatment Schema 

 

Abbreviations:  CBR = clinical benefit rate; DOR = duration of response; DCB = duration of clinical benefit; 
ECOG = Eastern Cooperative Oncology Group Performance Status; IMiD = immunomodulatory drug; 
N = number; ORR = overall response rate; OS = overall survival; PFS = progression-free survival; 
PK = pharmacokinetic(s); TTR = Time to Response 

3.2 Sample Size 

This study will enroll approximately 120 subjects with relapsed and refractory multiple 

myeloma.
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4. 

4.1 

Study Endpoints and Covariates 

Study Endpoints 

4.1.1 Primary Efficacy Endpoint 

The primary endpoint of this study is: 

• ORR after at least 6 cycles of Kd based on best response assessment by IRC. 

The ORR is defined as the proportion of subjects with a best overall response of 

sCR, CR, VGPR, or PR per IMWG-URC criteria (Protocol Appendix E). ORR will 

be analyzed when all the enrolled subjects have had the opportunity to be treated 

with at least 6 cycles of Kd and all the response assessments by the primary 

analysis data cut-off date will be used. 

4.1.2 Secondary Efficacy Endpoints 

The secondary endpoints of this study are: 

• ORR after at least 6 cycles of Kd based on response assessed by the 
investigator

• ORR after at least 12 cycles of Kd based on response assessed by both 
investigator and IRC, respectively. ORR will be analyzed when all the enrolled 
subjects have had the opportunity to be treated with at least 12 cycles of Kd and 
all the response assessments by the final analysis data cut-off date will be used.

• CBR after at least 6 cycles and after at least 12 cycles, based on response 
assessed by both investigator and IRC, respectively. Clinical benefit rate is 
defined as the proportion of subjects with the best overall response of MR or 
better per IMWG-URC criteria  (Protocol Appendix E and F). 
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Relative Dose Intensity (%) = 100 ×
Actual Dose Intensity

Planned Dose Intensity

Actual Dose Intensity (mg/ /week) =
Cumulative Dose of Carfilzomib (mg/ )

Number of Weeks of Actual Treatment

Planed Dose Intensity (mg/ /week)

=
Planned cumulative Dose of Carfilzomib (mg/ )

Number of protocol specified treatment weeks



Actual Dose Intensity (mg/week) =
Cumulative Dose of Dexamethasone (mg)

Number of Weeks of Actual Treatment
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